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(h) The text of the statement which 
the manufacturer will send to the per-
sons specified in § 1003.10(b) of this 
chapter informing such persons; 

(1) That the manufacturer, at his ex-
pense, will repair the electronic prod-
uct involved, 

(2) Of the method by which the manu-
facturer will obtain access to or posses-
sion of the product to make such re-
pairs, 

(3) That the manufacturer will reim-
burse such persons for any transpor-
tation expenses incurred in connection 
with making such repairs, and 

(4) Of the manner in which such reim-
bursement will be effected. 

(i) An assurance that the manufac-
turer will provide the Secretary with 
progress reports on the effectiveness of 
the plan, including the number of elec-
tronic products repaired. 

§ 1004.3 Plans for the replacement of 
electronic products. 

Every plan for replacing an elec-
tronic product with a like or equiva-
lent product shall be submitted to the 
Secretary in writing, and in addition to 
other relevant information which the 
Secretary may require, shall include: 

(a) Identification of the product to be 
replaced. 

(b) A description of the replacement 
product in sufficient detail to support 
the manufacturer’s contention that the 
replacement product is like or equiva-
lent to the product being replaced. 

(c) The approximate number of defec-
tive product units which have left the 
place of manufacture. 

(d) The manner in which the replace-
ment operation will be effected includ-
ing the procedure for obtaining posses-
sion of the product to be replaced. 

(e) A time limit, reasonable, in light 
of the circumstances for completion of 
the replacement. 

(f) The steps which the manufacturer 
will take to insure that the defective 
product will not be reintroduced into 
commerce, until it complies with each 
applicable Federal standard and has no 
defect relating to the safety of its use. 

(g) The system by which the manu-
facturer will provide reimbursement 
for any expenses for transportation of 
such product incurred in connection 
with effecting the replacement. 

(h) The text of the statement which 
the manufacturer will send to the per-
sons specified in § 1003.10(b) of this 
chapter informing such persons; 

(1) That the manufacturer, at its ex-
pense, will replace the electronic prod-
uct involved, 

(2) Of the method by which the manu-
facturer will obtain possession of the 
product and effect the replacement, 

(3) That the manufacturer will reim-
burse such persons for any transpor-
tation expenses incurred in connection 
with effecting such replacement, and 

(4) Of the manner in which such reim-
bursement will be made. 

(i) An assurance that the manufac-
turer will provide the Secretary with 
progress reports on the effectiveness of 
the plan, including the number of elec-
tronic products replaced. 

§ 1004.4 Plans for refunding the cost of 
electronic products. 

Every plan for refunding the cost of 
an electronic product shall be sub-
mitted to the Secretary in writing, and 
in addition to other relevant informa-
tion which the Secretary may require, 
shall include: 

(a) Identification of the product in-
volved. 

(b) The approximate number of defec-
tive product units which have left the 
place of manufacture. 

(c) The manner in which the refund 
operation will be effected including the 
procedure for obtaining possession of 
the product for which the refund is to 
be made. 

(d) The steps which the manufacturer 
will take to insure that the defective 
products will not be reintroduced into 
commerce, until it complies with each 
applicable Federal standard and has no 
defect relating to the safety of its use. 

(e) A time limit, reasonable in light 
of the circumstances, for obtaining the 
product and making the refund. 

(f) A statement that the manufac-
turer will refund the cost of such prod-
uct together with the information the 
manufacturer has used to determine 
the amount of the refund. 

(g) The text of the statement which 
the manufacturer will send to the per-
sons specified in § 1003.10(b) of this 
chapter informing such persons; 
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(1) That the manufacturer, at his ex-
pense, will refund the cost of the elec-
tronic product plus any transportation 
costs, 

(2) Of the amount to be refunded ex-
clusive of transportation costs, 

(3) Of the method by which the manu-
facturer will obtain possession of the 
product and make the refund. 

(h) An assurance that the manufac-
turer will provide the Secretary with 
progress reports on the effectiveness of 
the plan, including the number of re-
funds made. 

§ 1004.6 Approval of plans. 
If, after review of any plan submitted 

pursuant to this subchapter, the Sec-
retary determines that the action to be 
taken by the manufacturer will expedi-
tiously and effectively fulfill the man-
ufacturer’s obligation under § 1004.1 in 
a manner designed to encourage the 
public to respond to the proposal, the 
Secretary will send written notice of 
his approval of such plan to the manu-
facturer. Such approval may be condi-
tioned upon such additional terms as 
the Secretary deems necessary to pro-
tect the public health and safety. Any 
person who contests denial of a plan 
shall have an opportunity for a regu-
latory hearing before the Food and 
Drug Administration pursuant to part 
16 of this chapter. 

[38 FR 28629, Oct. 15, 1973, as amended at 41 
FR 48269, Nov. 2, 1976; 42 FR 15676, Mar. 22, 
1977] 

PART 1005—IMPORTATION OF 
ELECTRONIC PRODUCTS 

Subpart A—General Provisions 

Sec. 
1005.1 Applicability. 
1005.2 Definitions. 
1005.3 Importation of noncomplying goods 

prohibited. 

Subpart B—Inspection and Testing 

1005.10 Notice of sampling. 
1005.11 Payment for samples. 

Subpart C—Bonding and Compliance 
Procedures 

1005.20 Hearing. 
1005.21 Application for permission to bring 

product into compliance. 

1005.22 Granting permission to bring prod-
uct into compliance. 

1005.23 Bonds. 
1005.24 Costs of bringing product into com-

pliance. 
1005.25 Service of process on manufacturers. 

AUTHORITY: 21 U.S.C. 360ii, 360mm. 

SOURCE: 38 FR 28630, Oct. 15, 1973, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 1005.1 Applicability. 

(a) The provisions of §§ 1005.1 through 
1005.24 are applicable to electronic 
products which are subject to the 
standards prescribed under this sub-
chapter and are offered for importation 
into the United States. 

(b) Section 1005.25 is applicable to 
every manufacturer of electronic prod-
ucts offering an electronic product for 
importation into the United States. 

[38 FR 28630, Oct. 15, 1973, as amended at 45 
FR 81739, Dec. 12, 1980] 

§ 1005.2 Definitions. 

As used in this part: 
The term owner or consignee means 

the person who has the rights of a con-
signee under the provisions of sections 
483, 484, and 485 of the Tariff Act of 
1930, as amended (19 U.S.C. 1483, 1484, 
1485). 

§ 1005.3 Importation of noncomplying 
goods prohibited. 

The importation of any electronic 
product for which standards have been 
prescribed under section 534 of the Fed-
eral Food, Drug, and Cosmetic Act (the 
act) (21 U.S.C. 360kk) shall be refused 
admission into the United States un-
less there is affixed to such product a 
certification in the form of a label or 
tag in conformity with section 534(h) of 
the act (21 U.S.C. 360kk(h)). Merchan-
dise refused admission shall be de-
stroyed or exported under regulations 
prescribed by the Secretary of the 
Treasury unless a timely and adequate 
petition for permission to bring the 
product into compliance is filed and 
granted under §§ 1005.21 and 1005.22. 

[69 FR 11314, Mar. 10, 2004] 
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